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The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 58, 60, 63-72 and 83-92 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The claims say that no 
more than two data points are used for a day, meaning a range of 1-2. The 
specification only provides support for 1-6 and provides no support for limiting the 
number to 2. Therefore, the amendment introduces new matter. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 4-7, 15-20, 23-26, 30, 34-40, 43-45, 55-57, 59, 61, 73, 74, 78, 81, 82, 
96, 99, and 100, are rejected under 35 U.S.C. 102(b) as being anticipated by the 
Mastrototaro article entitled "The Minimed Continuous Glucose Monitoring System," 
which was cited by applicant. Mastrototaro teaches a method of calibrating a 
subcutaneously implanted glucose sensor by taking one or more readings from a self 
monitoring reference sensor and one or more readings from the continuous implanted 
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sensor, matching the readings to each other, forming a calibration set including at least 
one matched pair, evaluating the quality of calibration using a data association function 
(i.e. either mean calculating a calibration or correlation between the sensor and 
reference readings), converts the sensor data into calibrated data using the a 
conversion function, and provides data to a display only if the data association function 
is above a threshold 0.79. In addition, if the quality is not sufficient, the method notifies 
the user by providing an indication or alarm on the monitor. In addition, Mastrototaro 
provides trend information. The Mastrototaro article also has a system and a computer 
system for performing the method. With respect to claims 59 and 78, Mastrototaro 
uses at three or more matched data pair. With respect to claims 73 and 74, 
Mastrototaro uses statistical analysis which is a form of evaluating the clinical 
acceptability of the data. Claims 81 and 82 are rejected for the reasons given above. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2, 3, 8-10, 21, 22, 27-29, 21, 41, 42, 46-48, 79, 80, 97, and 98 are 

rejected under 35 U.S.C. 103(a) as being unpatentable over Mastrototaro. Claims 2, 3, 

21 , 22, 41 , 42, 79, 80, 97, and 98 are rejected in that the examiner takes official notice 

that it is well known to smooth data, to eliminate the effects of anomalous data. As 

such, it would have been obvious to modify Mastrototaro to smooth the data, to improve 

the accuracy of measurements. Claims 8-10, 27-29, and 46-48 are rejected in that 
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Mastrototaro does not teach how the reference device communicates to the system. 
The examiner takes official notice that wired and wireless connections are well known 
and that it would have been obvious to have the receiver integral with the system. 

Claims 12, 14, 31-33, and 50-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mastrototaro in view of Sato et al 20030023171 . Mastrototaro 
teaches that calibration is of sufficient quality when the correlation coefficient is .79 or 
greater. It does not teach how to measure the coefficient. Sato et al teaches in 
paragraph [0094] that least squares regression is a known method to calculate the 
correlation coefficient. As such, it would have been obvious to modify Mastrototaro to 
use a least squares regression to determine the correlation coefficient, as it is merely 
the substitution of one known determining method for another. 

Claims 58 and 60 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Shin et al 2002/0161288 in view of the Mastrototaro article. Shin teaches a matched 
pair calibration scheme similar to applicants which can calibrate once a day and can 
calibrate with one data point (see paragraph [0069}. Therefore, it is the examiner's 
position that once a day calibration using one matched pair is contemplated by Shin et 
al. It does not evaluate the quality of calibration using a data association function. 
However, as discussed above, Mastrototaro does, to ensure the accuracy of the 
readings. Hence, it would have been obvious to modify Shin et al to evaluate the 
calibration quality, to ensure the readings are accurate. With respect to claims 63 and 
64, the data association function of Mastrototaro uses statistical analysis which is a form 
of evaluating the clinical acceptability of the data. Claims 65 and 66 are rejected in that 



Application/Control Number: 10/633,329 Page 5 

Art Unit: 3735 

Shin further teaches calibrating the device during and after initiliazation to 
provide a forward looking calibration, and hence real time data. Claims 68 and 69 are 
rejected in that the examiner takes official notice that it is well known to smooth data, to 
eliminate the effects of anomalous data. As such, it would have been obvious to modify 
Shin et al to smooth the data, to improve the accuracy of measurements. Claims 71 
and 72 are rejected in that the sensor is continuous and provides a graphical display. 
Claims 83-92 are rejected for the reasons given above. 

Claims 62, 101, 102, and 106-110 are rejected under 35 U.S.C. 102(b) as being 
anticipated by the Mastrototaro article entitled "The Minimed Continuous Glucose 
Monitoring System," which was cited by applicant in view of Causey III et al 6558320. In 
addition to the features of Mastrototaro discussed above, Mastrototaro provides 
retrospective calibration. Causey III et al teaches the equivalence of retrospective and 
real time calibration. Hence, it would have been obvious to modify Mastrototaro to 
provide real time data, as it is merely the substitution of one known calibration technique 
for another. 

Claims 75-77, and 93-95 are rejected under 35 U.S.C. 102(b) as being 
anticipated by the Mastrototaro article entitled "The Minimed Continuous Glucose 
Monitoring System," which was cited by applicant in view of Shin et al 2002/0161288. 
Shin further teaches calibrating the device during and after initiliazation to provide a 
forward looking calibration, and hence real time data. Hence, it would have been 
obvious to modify Mastrototaro to use such a calibration scheme, to improve the 
functionality of the device. In addition, Shin further teaches performing calibration every 
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time a matched pair is obtained (i.e. on a single matched pair) (see paragraph [0069]. 
Hence, it would have been obvious to modify Mastrototaro to perform calibration every 
time a pair is obtained, to improve the accuracy of calibration. 

Claims 103-105 are rejected under 35 U.S.C. 102(b) as being anticipated by the 
Mastrototaro article entitled "The Minimed Continuous Glucose Monitoring System," 
which was cited by applicant in view of Causey III, as applied to claims 62, 101 , 102, 
and 1 06-1 1 0 above, further in view of Shin et al 2002/01 61 288. Shin further teaches 
calibrating the device during and after initiliazation to provide a forward looking 
calibration, and hence real time data. Hence, it would have been obvious to modify 
Mastrototaro to use such a calibration scheme, to improve the functionality of the 
device. In addition, Shin further teaches performing calibration every time a matched 
pair is obtained (i.e. on a single matched pair) (see paragraph [0069]. Hence, it would 
have been obvious to modify Mastrototaro to perform calibration every time a pair is 
obtained, to improve the accuracy of calibration. 

Applicant's arguments filed 5/10/2007 have been fully considered but they are 
not persuasive. 

Applicant has asserted that Mastrototaro provides data if the calibration exceeds 
a threshold, not the data association. The examiner disagrees, noting that Mastrototaro 
evaluates the correlation or mean absolutes difference, which are data associations. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert L. Nasser whose telephone number is 571 272- 
4731 . The examiner can normally be reached on m-f 9-5. 

. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Robert L. Nasser 
Primary Examiner 
Art Unit 3735 

RLN 

July 23, 2007 




